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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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1 )M Responsive to communication(s) filed on 10 March 2006 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1 935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 
Status of Application, Amendments and/or Claims 
The amendment of 10 March 2006 has been entered in full. Claims 12, 18, and 22 are 
amended. Claims 27-28 are added Claims 15-17 are cancelled. 

Claims 1-11, 13-14, 19-21, and 25-26 are withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no allowable generic 
or linking claim. Election was made without traverse in the reply filed on 23 August 2005. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 12, 18, 22-24, 27, and 28 are under consideration in the instant application. 

Withdrawn Objections and/or Rejections 

1. The objection to the specification at pg 3 of the previous Office Action (21 November 
2005) is withdrawn in view of the amended abstract (10 March 2006). 

2. The objection to claim 17 at pg 3 of the previous Office Action (21 November 2005) is 
withdrawn in view of the cancelled claim (10 March 2006). 

3. The rejection of claims 12, 15-18, and 22-24 under 35 U.S.C. § 1 12, first paragraph 
(written description) as set forth at pg 3-6 of the previous Office Action (21 November 2005) is 
withdrawn in view of the amended claims (10 March 2006). 

4. The rejections of claims 12 and 15-18 under 35 U.S.C. § 1 12, second paragraph as set 
forth at pg 6-7 of the previous Office Action (21 November 2005) are withdrawn in view of the 
amended and cancelled claims (10 March 2006). 
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5. The rejection of claim 22 on the ground of nonstatutatory obviousness-type double 
patenting as set forth at pg 7-8 of the previous Office Action (21 November 2005) is withdrawn 
in view of the amended claim (10 March 2006). Please see new Double Patenting rejection, 
below. 

6. The rejection of claims 12, 17-18, and 22-24 under 35 U.S.C. § 102(b) as set forth at pg 
8-9 of the previous Office Action (21 November 2005) are withdrawn in view of the amended 
and cancelled claims ( 1 0 March 2006) . 

7. The rejection of claims 15-16 under 35 U.S.C. § 103(a) as set forth at pg 9-1 1 of the 
previous Office Action (21 November 2005) is withdrawn in view of the cancelled claims (10 
March 2006). 

8. The supplemental information disclosure statement filed on 10 March 2006 has been 
considered. 

Claim Objections 

9. Claims 12, 22, 27, and 28 are objected to because of the following informalities: 

9a. Claims 27 and 28 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

9b. In claims 12 and 22 (line 10), the phrase "an altered" should be amended to recite "an 
alteration of the" or "altering a". 

Appropriate correction is required. 
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Double Patenting 

10. Claims 12, 18, and 22-24 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1, 2, 4, 6, 8, 10, 11, and 13 of U.S. Patent 
No. 5,948,763 in view of Findeis et al. (WO 96/28471). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because both sets of claims recite a 
method for reducing the formation or amount of amyloid or amyloid-like deposits involving the 
abnormal folding of amyloid into a p-sheet structure comprising contacting the amyloid protein 
prior to or after the abnormal folding thereof into a p sheet structure with a peptide. The 
patented claims which recite methods of reducing the formation or amount of amyloid or 
amyloid-like deposits comprising contacting the amyloid protein with an inhibiting peptide 
comprising a portion of three to eight amino acids, which portion is hydrophobic and has one or 
more proline residues therein, said inhibitory peptide having a length of three to fifteen amino 
acids render obvious the pending claims of methods of reducing the formation or amount of 
amyloid or amyloid-like deposits comprising contacting the amyloid protein with a peptide 
consisting of SEQ ID NO: 1 (Leu-Pro-Phe-Phe-Asp) which is chemically modified. The 
patented claims also recite that at least some of the amino acid residues are D-amino acid 
residues. The patented claims also recite that the inhibitory peptide has the sequence of SEQ ID 
NO: 18 (Leu-Pro-Phe-Phe-Asp), which is SEQ ID NO: 1 of the instant application. 

Although the '763 patent does not teach that the inhibiting peptide is chemically 
modified, Findeis et al. teach a peptide that binds to natural P amyloid peptides, modulates the 
aggregation of natural P amyloid peptides, and that the peptide may be modified at the amino 
terminus, carboxy terminus, or both, with such groups as amide groups, alkyl or aryl amide 
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groups, and hydroxyl groups (pg 3-6, 1 1, 14, last paragraph through pg 15). Findeis et al. 
disclose that modifying groups can be attached to the peptidic component by standard methods, 
for example using methods for reaction through an amino group, a carboxyl group, a hydroxyl 
group, or other suitable reactive group on an amino acid side chain (pg 25, lines 37-38 through 
pg 26, lines 1-2; pg 30, lines 27-39). Furthermore, Findeis et al. teach a method for inhibiting 
the formation of natural P-amyloid peptide deposits comprising contacting the natural p-amyloid 
peptides with a modified modulator peptide such that aggregation of the natural P-amyloid 
peptides is inhibited (pg 6, lines 24-30; pg 37; pg 39, lines 8-36). Findeis et al. state that the 
method may be used to treat clinical occurrences of P amyloid deposition, such as Alzheimer's 
disease and Down's syndrome (pg 40, lines 1 1-20). 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to modify the method for reducing the formation of amyloid deposits 
comprising contacting the amyloid protein with an inhibitory peptide of SEQ ID NO: 18 as 
taught by the '763 patent by chemically modifying the peptide as taught by Findeis et al. The 
person of ordinary skill in the art would have been motivated to make that modification because 
amyloid beta protein plays role in the pathogenesis of Alzheimer's disease and chemically 
modified peptides have increased stability, bioavailability, and solubility (Findeis et al. pg 13, 
lines 13-15). The person of ordinary skill in the art reasonably would have expected success 
because similar chemical modifications of peptides to increase stability, bioavailability, and 
permeability were already being performed at the time the invention was made. Therefore, the 
instant claims reciting a method for reducing the formation of amyloid or amyloid-iike deposits 
involving abnormal folding into p sheet structuring comprising bringing into the presence of said 
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amyloid P peptide an effective amount of a peptide analog generated by chemical modification of 
the peptide consisting of SEQ ID NO: 1 (Leu-Pro-Phe-Phe-Asp) is not patentably distinct over 
the issued claims in U.S. Patent No. 5,948,763 in view of Findeis et al. 

Claim Rejections - 35 USC §103 
11. Claims 12, 18, and 22-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Findeis et al. (WO 96/28471) in view of Soto et al. (Nat Med 4(7): 822-826, July 1998). 

Findeis et al. teach a peptide that binds to natural P amyloid peptides and modulates the 
aggregation of natural P amyloid peptides (pg 3-6, 1 1). Findeis et al. also teach that the peptide 
may be modified at the amino terminus, carboxy terminus, or both, with such groups as amide 
groups, alkyl or aryl amide groups, and hydroxyl groups (pg 14, last paragraph through pg 15). 
Findeis et al. disclose that modifying groups can be attached to the peptidic component by 
standard methods, for example using methods for reaction through an amino group, a carboxyl 
group, a hydroxyl group, or other suitable reactive group on an amino acid side chain (pg 25, 
lines 37-38 through pg 26, lines 1-2; pg 30, lines 27-39). Furthermore, Findeis et al. teach a 
method for inhibiting the formation of natural p-amyloid peptide deposits comprising contacting 
the natural p-amyloid peptides with a modified modulator peptide such that aggregation of the 
natural P-amyloid peptides is inhibited (pg 6, lines 24-30; pg 37; pg 39, lines 8-36). Findeis et 
al. state that the method may be used to treat clinical occurrences of P amyloid deposition, such 
as Alzheimer's disease and Down's syndrome (pg 40, lines 1 1-20). 

Findeis et al. does not teach a p-sheet breaker peptide comprising iAP5 (SEQ ID NO: 1). 

Soto et al. disclose the P-sheet breaker peptide of iAp5 of SEQ ID NO: 1 of the instant 
application. Soto et al. teach in vitro and in vivo methods for reducing the formation of amyloid 
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deposits or for reducing the amount of said amyloid p peptide which has already formed into a 
beta sheet structure comprising contacting the amyloid P peptide prior to or after the abnormal 
folding thereof into a P sheet structure with an effective amount of iAp5 peptide (LPFFD; pg 
822, 3 rd full paragraph; pg 823, col 1). 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to modify the method for reducing the formation of amyloid deposits 
comprising contacting the amyloid protein with chemically modified peptides as taught by 
Findeis et al. by utilizing the iAp5 peptide as taught by Soto et aL The person of ordinary skill in 
the art would have been motivated to make that modification because amyloid beta protein plays 
role in the pathogenesis of Alzheimer's disease and chemically modified peptides have increased 
stability, bioavailability, and solubility (Findeis et al. pg 13, lines 13-15; Soto et al. pg 823, col 
2). The person of ordinary skill in the art reasonably would have expected success because non- 
chemically modified iAp5 reduced amyloid beta deposition in vivo (Soto et al.; pg 823, col 1) 
and similar chemical modifications of peptides to increase stability, bioavailability, and 
permeability were already being performed at the time the invention was made (for example, 
Soto et al., pg 823, col 2). Therefore, the claimed invention as a whole was clearly prima facie 
obvious over the prior art. 
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Conclusion 



No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bridget E. Bunner whose telephone number is (571) 272-0881. 
The examiner can normally be reached on 8:30-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on (571) 272-0961. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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